California Medical Device LBPH
Recall Information ) S,

Recall Name

Vycor Medical Recalls the Vycor Viewsite Brain Access System (VBAS)
Due to Unidentified Contamination

Recall Date Product Description Recalling Firm Recall Reason
8/21/12 Vycor Viewsite Brain Access | Vycor Medical, Inc. | Suspected of
System (VBAS) Boca Raton, FL contamination with
an unidentified black
fiber
Recall Class Product Identification Distribution Affected Dates
I Vycor Viewsite Brain Access | CA, nationwide Distributed from
System (VBAS) June 8, 2012
Model # TC171105 through July 9, 2012

Suspected Lot Recalled:
e VM83450

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm337363.htm



http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm337363.htm

